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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 9/29/08 (abandonment revival by petition . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1-4 and 6-13 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) IEI Claim(s) 1-4 and 6-13 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 20 June 2005 is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

Applicant's response is noted, as well as the revival by Petition of the formerly 
abandoned application sometime after the last response of 9/29/08. 

Originally filed claims 1-15 are under examination. It is noted that the same claims were 
examined in full by this Examiner in Applicant's related PCT/US 03/040259. 

Claim Rejections - 35 USC § 103 
The rejection of claims 1-4 and 6-13 under 35 U.S. C. 103(a) as being unpatentable over 

Li et al. ((US 5,830,177) in view of Witten et al. (US 5,945,508), is maintained for the reasons of 
record. Applicant's arguments have been considered but are not found persuasive. Applicant 
asserts that Li et al. does not teach substance P as a "lead" compound capable of treating 
alopecia/hair loss. To the contrary, as noted, Li et al. expressly teaches, substance P, as one of a 

very few options "well known" (9) to treat the disorder: 

Agents useful in conditions of hair loss (alopecia) are those which 
stimulate hair growth, or those which inhibit the hair loss. Hair growth 
stimulators are generally well known, and include, but are not limited to, 

minoxidil, glltetam^e-l*. fenesteride, cyclosporin, p21 protein, cell cycle 
inhibitors, cell proliferation inhibitors, anti-androgen agents, inhibitors of 
5-. alpha, reductase and the like known hair growth stimulators. 

As for Applicant's arguments that Witten et al. provides no motivation/suggestion to use the 
presently claimed variant fragments of substance P, this argument carries no weight. Witten et 
al. was provided simply to show these were well known isolated active fragments of substance P, 
and could have simply been cited of record and not needed to be relied upon. Witten et al. needs 
no express motivation to use the known variants of substance P, the motivation is fully provided 
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in the primary reference of Li et al., simply by mentioning substance P, let alone all adding that 
"the like known hair growth stimulators" be taught, which would include known variants of any 
of the few enabled compounds taught by Li et al. One of skill in the art reading Li et al. would 
readily understand that active binding fragments would be expected to carry out the same as the 
full length, including any analogs comprising the same. 

The Examiner is at a loss as to any other way to interpret the express teaching of Li et al. 
that it is one of a few "well known", e.g. accepted or 'lead' compounds, known to freat hair loss. 
The rejection is maintained for the reasons of record. 

The rejection is repeated below for continuity of record: 

Li et al. is discussed above. Li et al., although teaching the use of substance P of the 
same purpose including compounds having "the like" effect, and that it may be administered by 
aerosol; does not expressly teach use of the known bioactive analogue (analog) of [Sar9, 
Met(02)l l]-substance P (claim 6) or micrometer ranges for administering substance P or any 
analog thereof by aerosol adminisfration (claims 8-10). 

Witten et al. teach use of the specific analog [Sar9, Met(02)l l]-substance P (col. 4, lines 
36-27), as well as all other analogs presently claimed (col. 4, lines 30-50), well as the aerosol 
administration route of administering this analog (col. 5, lines 3-4), including in an amount of 1 
um (micrometer) (col. 12, line 31). Witten et al., at col. 4, line 30, also evidences that the 
RPKPQQFFGLM-NH2 amino acid backbone is in fact the native substance P structure. 

It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to use any substance P analog (or bioactive analog/analogue), including the 
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[Sar9, Met(02)l l]-substance P analog, for the same purpose of treating hair loss as known for 
native substance P, in Li et al., because Witten et al. advantageously teach that this and other 
known analogs of substance P work either equivalently or more effectively. Furthermore, Li et 
al.'s teaching that other like compounds are contemplated, e.g. "the like known hair growth 
stimulators" of substance P for the same purpose, provides clear motivation to use other known 
compounds such as the substance P analogs of Witten et al., capable of carrying out the same or 
more optimally results, any of which are equally predicable in fimction: treating hair loss. 

It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to use any routine amount or range, including anywhere within 0.001 to 50 
um (or 0.05 to 10 or 0.1 to 5), in Li et al., because Witten et al. advantageously teach that 1 um, 
falling within any of these ranges is a therapeutic amount for the use of substance P in at least 
one of its other known uses, and the routine optimization of this amount depending on all the 
variable parameters specific to the patient in question, would have been merely a matter of 
routine optimization, depending on the desired results for this known compound/analogs thereof, 
for their known use. 

Claims 6 and 8-10 are rejected imder 35 U.S.C. 103(a) as being unpatentable over Li et 
al. ((US 5,830,177) in view of Pallenberg et al. (US 5,539,845). 

Li et al. is discussed above. Li et al., although teaching aerosol (topical/transdermal) 
delivery of substance P, does not expressly teach subcutaneous administration, e.g. just below 
the skin of substance P. 
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Pallenberg et al. is cited merely by example to show the well known administration of 
peptides via subcutaneous route for hair loss (e.g. col. 2, lines 5-21). 

It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to administer substance P via the topical route or subcutaneous route in Li et 
al, because even though the topical route is preferred since less invasive and acts transdermally 
to go to the hair root, the subcutaneous route also goes directly to the hair root, and in this sense 
equally works or would be advisable as a route of administration, as the advantageous teachings 
of Pallenberg et al. are directed. 

From the teachings of the references, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 



Sequence Rules 
Applicant did not address this in the last response: 

This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1 .821 through 1 .825 for the 

reason(s) set forth below or on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 37 
CFR 1.821(a) presents a definition for "nucleotide and/or amino acid sequences." 
SPECIFICIALLY, the instant application contains an unbranched specifically defined sequence 
of more than four amino acids, namely at e.g. claims 1 and 15, and specification page 3 and 6, 
the peptide RPKPQQFFGLM-NH2 is recited without an appropriate sequence identifier (e.g. 
SEQ ID NO: 1), as well as all analogs thereof, wherein an XAA annotation should be defined to 
each such SEQ ID NO:. Nucleotide and/or amino acid sequences as used in 37 CFR 1.821 
through 1 .825 are interpreted to mean an unbranched sequence of four or more amino acids or an 
unbranched sequence of ten or more nucleotides. Branched sequences are specifically excluded 
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from this definition. Sequences with fewer than four specifically defined nucleotides or amino 
acids are specifically excluded from this section. "Specifically defined" means those amino 
acids other than "Xaa" and those nucleotide bases other than "n" defined in accordance with 
the World Intellectual Property Organization (WIPO) Handbook on Industrial Property 
Information and Documentation, Standard ST. 25: Standard for the Presentation of Nucleotide 
and Amino Acid Sequence Listings in Patent Apphcations (1998), including Tables 1 through 6 
in Appendix 2 (see MPEP §2422). 

Since the present sequence compliance request is being sent along with the Office 
Action on the merits (in the interests of compact prosecution, and since no sequences are 
expressly claimed), Applicant is given THREE MONTHS (instead of the normal ONE 
MONTH, or THIRTY DAYS, whichever is longer), from the mailing date of this letter 
within which to comply with the sequence rules, 37 CFR 1.821 - 1.825. Failure to comply 
with these requirements will result in ABANDONMENT of the application under 37 CFR 
1 .821(g). Extensions of time may be obtained by filing a petition accompanied by the extension 
fee under the provisions of 37 CFR 1.136(a). In no case may an applicant extend the period for 
reply beyond the SIX MONTH statutory period. Direct the reply to the undersigned. Applicant 
is requested to return a copy of the attached Notice to Comply with the reply. 

Appropriate correction is required. 



Trademark Observation 
Applicant did not address the below in the last response: 

It is noted the specification (e.g. page 3 bottom onward) has identified the Trademark 
Homspera followed by "TM" throughout the specification. This is deemed acceptable according 
to MPEP 609.0 l(v), under "Examiner's Note" wherein it is noted that EITHER capitalization or 
the words followed by "TM" are acceptable and proper identifiers for Trademarks: 

"Capitalize each letter of the word in the bracket OR include a proper trademark S5anbol, 
such as ™ or © following the word." 

Here, in all places, Applicant has carried out the latter. Thus, capitalization is not also 



required. 
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It is also noted that the first recitation of this Mark, identified it's structure as 
[Sar(Met(02)l 1]-Substance P. 

Conclusion 

Applicant's amendment (deleting substance P, leaving only the known fi-agements 
thereof) necessitated the new ground(s) of rejection presented in this Office action. Accordingly, 
THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MAURY AUDET whose telephone number is (571)272-0960. 
The examiner can normally be reached on M-Th. 7AM-5 :30PM (10 Hrs.). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appUcation may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MA, 9/14/09 

/Maury Audet/ 
Examiner, Art Unit 1654 
Full Sign. Auth. Program 



